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Goal 3. Good health and well being
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et rcyl SDG3: Achieve universal health coverage, including financial risk
the EU and Singapore -
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Rl To ensure improved access of safe, quality medical devices
the EU and Singapore -

Opportunities under the

EUSFTA and Beyond
Webinar

~
~

Industry and Academics: Research and development should be based
on needs

» Health Technology Assessment
» Lists of MD for reimbursement or procurement

N
» Regulation process of medical devices
» Lists of approved MD for marketing in country.
. y,
Regulations
\

» Procurement

» Installation, training, maintenance

» Safe use, operating costs and clinical effectiveness
» Post market surveillance and adverse event report
» Decommissioning, Replacement )

9 — gig — &) vk

Management
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LIV Complementary tools for Medical Devices considering:
the EU and Singapore -

Opportunities under the

EUSFTA and Beyond
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Self — used

Medical
Equipment

Software

Medical
Doctor/ Nurse/ Devices

Technician .
Implantable Single Use

Medical Medical Devices
Devices PPE..

Surgical
Instruments
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LIV Sequence of process to ensure access to appropriate and safe
the EU and Singapore -

Opportunities under th i
iy s TEe health technologies

Webinar

Health technology Health technology Health technology
regulation assessment management

Safety Clinical Procurement

performance effectiveness Selection

Social issues Use
Organizational

39
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Qe Health technology Assessment, Health technology management
the EU and Singapore -

Opportunities under th i iori i i
ppo! Fg:n;bﬁztégyirnde and lists of priority medical devices.
Webinar
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https://www.who.int/health-topics/medical-devices#tab=tab 1

WHO publishes guidance to Member States on all the topics: from
innovation to post market surveillance.

Innovative health technologies
(2011, 2014, 2017, 2021)

Priority medical devices for:
reproductive, maternal, newborn and
~ child, Cancer cardiac diseases, stroke,
% diabetes (@3000 devices)

(2015, 2017, 2021%*)

Essential in vitro diagnostic List (EDL)
@200 tests. (2021)

~ Model Regulatory Framework for
medical devices including IVDs. (2017)

| suidance for Post market surveillance
J % (2020)

[ : e-EDL and Priority Medical
'__ ~ Devices Information System
£ M . (clearinghouse) (2021%*)

Procurement, donations, maintenance,
decommissioning guidance (several
publications 2011 to 2020)

@8 Priority medical devices for COVID-19
"W and associated technical specifications
;N for procurement (2020)

Technical specifications for personal
protective equipment (2020)

https://www.who.int/health-topics/medical-devices#tab=tab 1



https://www.who.int/health-topics/medical-devices#tab=tab_1
https://www.who.int/health-topics/medical-devices#tab=tab_1
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Regulatory systems for medical products

Harmonization, reliance, and regional sharing of
information is welcome
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and Micical Deviceolgieen Regulatory system strengthening for medical products WHA67.20

Opportunities underthe

EUSFTA and Beyond
Webinar

» URGES Member States:

> to engage in global, regional and subregional networks of national regulatory authorities, as appropriate,
recognizing the importance of collaboration to pool regulatory capacities to promote greater access to quality,
safe, efficacious and affordable medical products;

> to promote international cooperation, as appropriate, for collaboration and information sharing, including
through electronic platforms;

» REQUESTS the Director-General:

> to prioritize support for establishing and strengthening regional and subregional networks of regulatory
authorities, as appropriate, including strengthening areas of regulation of health 1 And, where applicable,
regional economic integration organizations. WHA67.20 5 products that are the least developed, such as
regulation of medical devices, including diagnostics;

> to promote the greater participation of Member States in existing international and regional initiatives for
collaboration and cooperation in accordance with WHO principles and guidelines;

https://apps.who.int/gb/ebwha/pdf files/WHA67/A67 R20-en.pdf



https://apps.who.int/gb/ebwha/pdf_files/WHA67/A67_R20-en.pdf
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https://www.who.int/health-

topics/medicines#tab=tab 1
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https://www.who.int/health-topics/medicines#tab=tab_1
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LRt e s WHO work on regulatory framework

the EU and Singapore -
Opportunities under the

EUSFTA and Beyond
Webinar

“ WHO Gilobal Model R
Framework for Medical Devices

including in vitro diagnostic
fical devi

LR N Y Y PR B

It is being updated by WHO

Considering all regulatory models and
networks

Reliance on other regulatory bodies,
MDSAP

Including
Legal framework
Premarket, postmarket

Nomenclature, software med devices,
donations, etc.

New publication to be available end
2022
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Health Technology Assessment
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el WHA 67.23 Health interventions and technology assessment in
the EU and Singapore =

Opportunities underthe support of UHC, (24/05/2014)

EUSFTA and Beyond

Webinar

Urges member states to:

» Establish national systems of health intervention and
technology assessment to support UHC

» To strengthen the link between HTA , HT regulations and HT
management (access and use)

» To develop national methodological and process guidelines
» Promote HITA, for health systems strengthening and UHC...
» To do networking and avoid duplication of efforts.

» Collaboration with other stakeholders ....




Trade in Pharmaceuticals

and Medical Devices between WHA 67.23

the EU and Singapore -

Opportuniti derth 1 .
By e e Requests the Director General of WHO:

Webinar

e to assess the status of HITA in member states J

e to raise awareness of the need for HITA J
° to integrate HITA concepts of HITA in WHO J

o provide technical support to member states J
e to ensure adequate capacity at all levels at WHO J

To support the exchange of information and capacity
building.
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Rl Continuous Spectrum of health technology assessment
the EU and Singapore -

O rt _t, d th [ [ [ [ [ [ [
EB%F}IJ'RI:;EZUBZyeornde for priority setting and decision making by income level
Webinar

Need to perform

HTA is higher
where resources
are limited Strong health system

‘ Middle and high income countries Integrated -care
with medium coverage: People-centered
ies HTA for defining : Universal health coverage

with low coverage, ackage of interventions on

tion, promotion, and some ONpich coverage :
d rehabilitation.

Primary health care

interventions . ) .
Prevention, Diagnostic, Treatment,

HTA Define: Rehabilitation, Palliative care, Home
Essential medicines HTA to define extension care
[ ] package, NCD interventions edicines, Devices, interventions

Esssential interventions ildren, Adolescents Mothers
mainly for MDG

HTA define: I For specific populations. ulation
Vaccination package HTA to define im®

Fragile states: Vertical programs.

Swa1sAsS yijeaH

. tive or extra
Basic packages

Prevention and some services.
Emergency kits treatment.
Disaster planning Define which ones to

add. and to whom.

location of different HITA activities relevance of activities changes by position
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1

Utilization of
HTA
observations
in the public
sector decision
making

2 METHODOLOGY

Processes and
methodology

GOVERNANCE
CAPACITY AND LINKAGES

Institutional or
human
resources
supporting
HTA

Process
governance

The survey had five sections matching WHA67.23 request

2015 Global Survey on Health
Technology Assessment by
National Authorities

Main findings
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Is there a national agency/unitfcommittee that produces

HTA reports for the Ministry of Health?

Two in three countries had a national organization that produced
HTA reports for the Ministry of Health
Tl

Type of National HTA agency

Total
samplo

Region National committee within
wee [ T [2 countries the Ministry of Health
country o | e | e
AFR 2 1 - H=15 Public
Insurance
Ui 1L 21 iz 16 LI L% % HIFE £ Rk agency
Farcentaga participation
Y LIC Vs LMIC - Vs LIMIE m Was HIC HTA organization or agency _ 3 countries No HTA bod
M LIE Hix LM Mo LIMIC B HiC Y y
Ll don't know LIC L1 don't know LMIC - lddon't know UMIC ldon't kmow HIL

Main observations

» Europe and the American regions had proportionally more countries with a national body that produced HTA reports for the Ministry of Health.
» Most countries had a single HTA organisation/agency (17 countries) or a national unit or department within the Ministry of Health (19 countries)
that produced HTA reports.
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and Mpclcal Devicesgtueey More than half of all respondents had considered observations of

thERb and Singly : : .. :
By e T HTA in making decision for all types of health technologies and

Webinar interventiOnS esse e .
LITE

Select the areas where HTA [s used as an element of the decislon-

making process
By region AFR —AMR —EMR ——EUR ——SEAR —WPR Byincome category  —Low income — Lower middle income
—Upper middle Income —High Income
Clinical Clinical
Interventlons interventions
10O, 1007,
80% 05
Vaccines Medical devices Vaccines Medical devices
Surgical Surgical .
interventions MedIcines interventions Medicines
Population lavel | Populatlon level
Service delivery poses Service delivery heshth
interventions interventions
models X models
[prevention and [prevention and
promotion) promotion)

Main observations

» More than half of the respondents used HTA across all types of health technology or intervention.

» Proportionally more low income countries applied HTA to inform decision making for population level health interventions.

» Proportionally less low income countries applied HTA to inform decision for medicines, medical devices and surgical interventions.
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LIPS ...but less than half of the countries had legislative requirements
the EU and Singapore -

Opportuniti derth 1
Py tes oo to consider the results of HTAs

Webinar .
Is there a legislative requirement to consider the results of HTAs in the public health Ill
decision-making process?
By region By income
100% 1
|don'tknow, 8 1 1 3 1 1
2 a
20% 2
1 12
GO% - F 15
Mo, 42
5
AT 12
8 7 8 7
. I I I I
Yes, 43 10
0%
All AFR AMR EMR EUR SEAR WPR LiC LMIC uUnIC HIC

Main observations

» Respondents from EMRO (63%) and EUR (63%) indicated higher level of legislative requirements to consider the results of HTAs in health care
decision making than in other regions.

» High income and low middle income countries appeared to have proportionately higher number of countries with legislative requirements.
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Qs Health technology assessment
the EU and Singapore -

Opportunities under the 1
EUSFTA and Beyond (neW page In WHO)
Webinar

https://www.who.int/health-topics/health-technology-assessment#tab=tab 1
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- ®©a

Health technology
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https://www.who.int/health-topics/health-technology-assessment#tab=tab_1
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WHO ESSENTIAL AND PRIORITY LISTS

» Medicines
» Medical devices
» Assistive devices

» |n vitro diagnostics

WHO Lists and process to inform development of National lists.

2022
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et Essential medicines List, used by many countries, include ATC, INN
the EU and Singapore -

theRp and Singl : : : :
Eﬁg;g*;;;ggygnde international codes publicly available
Webinar

Expert committee, more 40 years ago, electronic version, selected core and complementary

Model List of Essential Medicines

2
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e  WHO Lists of Priority medical devices by interventions and levels of
the EU and Singapore -

Opportunities under th i i i i I
Py e T care (do not have internationally harmonized naming system like

e medicines, this hinders trade, availability, access and traceability)

2015 2017 2021
@iourete o unicef@®

Interagency list of priority medical e _ .

devices for essentiglninterventions s S . WHO list of priority

for reproductive, maternal, vvimL rity medical devices for

newborn and child health medical  for management of cardiovascular
cancer n diseases and diabetes

WHO medical device technical series
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L wus Country survey 2011, 2015, 2017.

the EU and Singapore -

thiRD and Sinclily : L eren :
Py e e National nomenclature availability in countries

Webinar Data in Global Atlas of Medical devices

100%

90% +——— _ —————] —————— —

Nationally developed (may use
others)

80%
70%
More than one system
60%
50% ® UMDNS only

40%

Proportion of countries

B GMDN Only
30%

20%
W Do not have

10%

N =175

0%
Low income Lower middle income Upper middle income High income
Source: WHO global atlas of medical devices, 2017
(new survey 2020 in process)

https://www.who.int/medical devices/publications/global atlas meddev2017/en/ https://icd.who.int/browse11/l-m/en



https://www.who.int/medical_devices/publications/global_atlas_meddev2017/en/
https://icd.who.int/browse11/l-m/en
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Lack of global public

standardized
international
nomenclature

Lack of available mapping

of nomenclatures

J

At international level
multiple nomenclature
systems coexist

Proprietary

Different systems are
being used, even in
countries

Problems of lack of international standardized nomenclature

Different systems in
WHO, UN organizations
and health tech providers

nomenclatures, with
different methodologies
to assign terms.

Not public good

There is no link between

agencies, supply chain
and final users.

names used by regulatory

Confusion, lack of
standardization from
national lists to end users

lists/ names
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Browse by

Clinical areas: Search by name, indication or test purpose

Service delivery platform

clear
Type of medical device
Reusadle or single use Lancet, blood, safety, sterile (various sizes)
CND Code: V0104  CND Nomenclature: LANCETS, SINGLE-USE
A DI WS i o Py ey oty WD Ol (.‘#.; Lancet, safety, 2.0 mm, sterile
CND Code: V0104  CND Nomenclature: LANCETS, SINGLE-USE
Laparoscope holder
CND Code: —  CND Nomenclaturt
Knowledge level Laparoscopic biopsy forceps
CND Code: K0201010602  CND Nomenclature: ELECTROSURGICAL FORCEPS, L/
Regulatory classification
Laparoscopic dissection spatula
Reusable, or single use CND Code: K020101C CND Nomenclature: ELECTROSURGICAL DISSECTORS, LAPAROS IC, SINGLE-USE
Sex Laparoscopic electrosurgical blunt dissector '
CND Code: k0201010202  CND Nomenclature: ELECTROSURGICAL DISSECTORS, LAPAROSCOPIC, SINGLE-USE
Consumable
Laparoscopic grasper
CND Code: - CND Nomenclature: (Nof found.

Laparoscopic grasping forceps
CND Code: K0 CND Nomenclature: ELECTROSURGICAL FORCEPS, LAP;

SCOPIC, SINGLE-USE

Laparoscopic irrigation/aspiration cannula
CND Code: K0201010102  CND Nomenclature: ELECTROSURGICAL MULTIFUNCTIONAL CANNULAS, LAPAROSCO

PIC, SINGLE-USE

Laparoscopic multi-instrument access port
CND Code: - CND Nomenclature: —

Laparoscopic needle holder
CND Code: L1205 CND Nomenclature: NEEDLE HOLDERS, MINI-INVASIVE SURGERY, REUSABLE
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LISy  Priority assistive products (have no international name/code)
the EU and Singapore -
Opportunities under the

EUSFTA and Beyond
Webinar

2017 50 types

&% World Health Priority /issistive Products List

>i%7 Organization

F Alarm signallers with
] lighi/soundvibration
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ULt WHO Essential in vitro diagnostic list: 2018, 2019, 2020

the EU and Singapore -

Opportuniti der th i I i
EB%F#RI;;EZUBZernde (have no international harmonized name)
Webinar

Basic test characteristics

Test purpose

Test format

Specimen types

The selection and use
of essential in vitro
diagnostics

Equipment required

Regulatory status

Global availability

Price per test range

Instrument price range

Ethics, equity and human rights issues
Evidence for clinical usefulness and impact ) ford vealt
Evidence for economic impact and/or cost-effectiveness

S
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Viorld Health
arganizatinn

Search by naerne T athon

o)
Hi

@)

2o btk Lo lisl |

Indication - HW infeaction  1CDN code: 1C62.T

Table of comtant Combined HIV antibody/p24 antigen [antiHIV/p24 Ag)

Facility level: 1 Molaboratory

Summary of evidence and Cxpert Commities
recormmendations

Assay Tormats EDT

Status history First arded in 2018

Purpose type Diagross

Furpose For the diagnosis of HIV infection: adults, adolesoents, children and infants = 18 months of age

Specimen types Capillary whole blood, Venous whale blood

WHO prequalified or Pullic reports of WHO prequalified IVOs hitpefesssowhountidisgnostics_laboratonivalust onspag-histhis-

recommended

products rdtsfpublic_report

WHO zupporting Cudslines on HIV self-esting and partner notitication [200E) hit oofapocwncint’rsha ndle106es 251685,

documents ) . L . . - e = . 1
Consolidated guidelines on HIV testing services (July 2018) https:faposwhointirishandleT0EESNTOETT; WHO
rrplermentation tool for pre-exposure prophylaxis (PrEF] af HIY infection, modale 13 for eting providens {2017)
hittpsappssyhod ntfirshard e (SRS TR 70

summary of avidence and Expart Committes racommandations

Thex selection of the disease specific diagnostics tests for the EDL toek into account the ralevant prierity diseases for the WHO such as HIV infection,
tubierculoss, rmalaria, viral hepatitis B and C, syphilis and HEW infection. For thess diseases there are WHO guidelines and tlechnical reparts,

including recommendations for the aporoonate VDS, These documents are the result of ssanificant evicence revieyw and farrmed the bass for the

EDL secretariat
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It c e Global Implementation: From WHO tools: EDL & PMD to access of
the EU and Singapore -

Opportunities under the MD & IVDs at country level
EUSFTA and Beyond
Webinar

Call for new tests to be

added general and disease N
specific Specialized care,
WHO 3 Jevel
EDL PMD J
Review by WHO A
Public consultation 2nd level
Recommendations by SAGE
J
N

Primary care

Publication of a list
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Opportunities under the -

EUSFTA and Beyond
Webinar

WHO role is to increase access to health products of good quality and that they become
affordable and available to all that need them.

It becomes indispensable to have harmonization, reliance, international standards compliance.
WHO develops norms and standards for health products:

» medicines, vaccines,

» assistive and medical devices and in vitro diagnostics
Based on evidence and expert groups.

These lists should be used to support universal health coverage, emergencies and well being of
local population.
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WHO

20, Avenue Appia
1211 Geneva

Switzerland

Gracias
Thank you
Merci
Shokran
Xie xie
Spasiva

Email: edlsecretariat@who.int EDL web5|te

. . medical devices/diagnhos
|csSeIect|on in-vitro diagnostics/en/



http://www.who.int/medical_devices/diagnostics/Selection_in-vitro_diagnostics/en/

